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REMARKS 

In response to the Final Office Action mailed November 13, 2006, 
reconsideration is respectfully requested in view of the above amendments and the following 
remarks. The subject matter of dependent claims 102 and 114 has been incorporated into 
independent claims 91 and 94, respectively, and claims 102 and 1 14 have been canceled. These 
amendments are not to be construed as acquiescence to the Examiner's stated grounds for 
rejection and are made without prejudice to prosecution of any subject matter removed or 
modified by this amendment in a related divisional, continuation or continuation-in-part 
application. 

Double Patenting Rejection 

Claims 91, 94, 99, 101, 102, 105, 111, 114, 117 and 121 stand rejected on the 
grounds of non-statutory obviousness-type double patenting as being unpatentable over claims 
18-25 and 29-30 of copending Application No. 10/17,115 (now U.S. Patent No. 7,030,094). 
According to the Examiner, although the conflicting claims are not identical, they are not 
patentably distinct from each other because the claims of the present application are allegedly 
generic to those claims in U.S. Patent No. 7,030,094. 

Without acquiescing to the stated grounds for rejection, enclosed herewith is a 
timely filed Terminal Disclaimer over U.S. Patent No. 7,030,094. 

Rejections Under 35 U.S.C 103 

The following rejections have been reiterated from the prior Office Action. 

1. Claims 91, 92, 94, 99, 101, 102, 105, 111, 114, 117 and 121 remain 
rejected under 35 U.S.C. 103(a) as being obvious over Johnson et al. (U.S. Patent No. 
6,113,918), in view of Kensil et al. (U.S. Patent No. 5,057,540) and further in view of 
Applicants' own admissions. 

2. Claims 106, 107, 118 and 119 stand remain rejected under 35 U.S.C, 
103(a) as being obvious over Johnson et al. (U.S. Patent No. 6,1 13,918), in view of Kensil et al. 
(U.S. Patent No. 5,057,540) and fiirther in view of Applicants' own admissions, and further in 
view of De Vrier et al. 
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3. Claims 91, 92, 94, 95, 99, 101, 102, 105, 111, 114, 117 and 121 remain 
rejected under 35 U.S.C. 103(a) as being obvious over Johnson et al. (U.S. Patent No. 
6,113,918), in view of Kensil et al. (U.S. Patent No. 5,057,540) and ftirther in view of 
Applicants' own admissions, and further in view of Johnson (US200 1/0053363) or Mossman et 
al. (WO02/03961). 

4. Claims 106, 107, 118 and 119 remain rejected under 35 U.S.C. 103(a) as 
being obvious over Johnson et al. (U.S. Patent No. 6,113,918), in view of Kensil et al. (U.S. 
Patent No. 5,057,540) and further in view of Applicants' own admissions, and further in view of 
De Vrier et al, and further in view of Johnson (US200 1/0053363) or Mossman et al. 
(WO02/03961). 

In maintaining the above rejections of record, the Examiner responds to 
Applicants prior Response and Declaration filed August 24, 2006, by asserting that the claims 
must be commensurate in scope with any evidence of unexpected results and that the Declaration 
is insufficient to overcome the claim rejections of record because the evidence presented in the 
Declaration is allegedly not clear and convincing. 

The Examiner further asserts that: 

''The evidence is not clear and convincing for a prima facie case of synergistic effects of 
the particular combination. Particularly, it is unclear as to why the same DPV-^QS-21 
has three different values. Further, the evidence is not clear and convincing for a prima 
facie case of a significant and unexpected results, particularly, considering the teaching 
of Johnson (US2001/0053363) or Mossman et al. (WO02/03961), which suggest a 
synergistic effect of that AGP and Quil A, (Office Action; Page 7) 

Applicants traverse these rejections. By the above amendment, for purposes of 
clarity and to advance prosecution of the application. Applicants have amended claims 91 and 94 
to specify that the recited saponin is a saponin selected from QS-21, Quil A, QS-7, QS-17, QS- 
18, or a combination thereof In addition, claims 91 and 94 have been amended to specify that 
the claimed method for enhancing and immune response is a method for enhancing a CTL 
immune response. Thus, the invention as claimed is drawn to methods involving the selection 
from a relatively narrow class of AGP compounds and from a small and specifically recited 
group of saponins, for enhancing a CTL immune response. As none of the cited references 
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teaches or suggests the specific combinations claimed, or that by selecting such combinations an 
enhanced CTL immune response may be achieved, these reference fail to render the claimed 
invention obvious under 35 U.S.C. 103. 

With respect to Mossman et al. (WO02/03961), this reference describes a nucleic 
acid delivery system using microspheres. Mossman et al. also describes that AGPs and/or other 
adjuvants may be used in conjunction with the described microspheres. Mossman et al, does not, 
however, teach or suggest combining the specific AGPs claimed by Applicants with the specific 
saponins claimed by Applicants, much less that the selection of these specific combinations 
would lead to a method for enhancing CTL immune responses. 

Johnson et al. (US200 1/0053363) describes isotucerasol-based saponin mimetic 
compounds and their use as adjuvants. Johnson et al. also describes, in Example 7, that 
isotucerosol was combined with an AGP compound and that this combination was synergistic 
with respect to its ability to mediate enhanced serum antibody production (Example 7, paragraph 

0207) . However, Johnson et al. also goes on to describes that this same combination was 
observed to be only additive with respect to CTL-based immune response (Example 7, paragraph 

0208) . 

Thus, Mossman et al. and Johnson et al., which according to the Examiner 
provide the motivation to combine Applicants' claimed AGPs and saponins, not only fail to 
teach the specific combinations claimed by Applicants, but Johnson et al. in fact teaches away 
from any expectation that by selecting such a combination a synergistic CTL immune response 
could be achieved. 

With respect to the Examiner's comments that it is unclear as to why the same 
DPVH-QS-21 has three different values, it is well known and understood in the biological arts 
that different sets of experiments can give rise to different absolute values even within the same 
assay. Such variability can be particularly pronounced in an in vivo setting where, as with the 
experiments in question, natural variability within animal models also comes into play. A skilled 
artisan would recognize and appreciate that variability for data points derived from an individual 
assay within a larger set of experiments is not unexpected and certainly does not mean that the 
data points cannot be validly compared to other groups within a larger set of experiments. 
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Rather, what is important is how the data points compare in a relative sense to others within the 
same or related groups. 

Further, the evidence presented in the prior Declarations is indeed reasonably 
commensurate in scope with evidence of unexpected results for the invention as claimed. The 
Declarations demonstrate three synergistic combinations of AGPs and saponins within the scope 
of the claimed invention and this evidence, as stated in the prior Declaration, is believed to be 
predictive of the same or similar synergistic effects for other combinations within the scope of 
the claims. 

Applicants remind the Examiner that the prior Declarations were submitted by an 
expert in this field of technology who, after having interpreted the data, stated their scientific 
belief that the results presented not only demonstrate synergy between specific combinations of 
adjuvants claimed, but also that the results can be reasonably extrapolated to other members 
within the relatively narrow classes of AGPs and saponins that make up the claimed invention. 

There is simply no teaching or suggestion in any of the cited references, taken 
alone or in combination, that would lead the skilled artisan to combine the specific AGPs and 
saponins as claimed and, in doing so, have any reasonable expectation that a synergistic CTL 
responses could be thereby achieved. Accordingly, the claimed invention is not obvious over 
these references. 

The Director is authorized to charge any additional fees due by way of this 
Amendment, or credit any overpayment, to our Deposit Account No. 19-1090. 

Favorable reconsideration is respectfully requested. 

Respectfiilly submitted, 

SEED Intellectual Property Law Group pllc 




Registration No. 42,676 

701 Fifth Avenue, Suite 5400 
Seattle, Washington 98104 
Phone: (206)622-4900 
Fax: (206)682-6031 

874942_1.DOC 



11 of 11 



